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B. Administrative Information

B.1 510(k) Summary of Safety & Effectiveness
(as required by 21 CFR §807.92¢)

Date Prépared:’ February 15, 2012
Submitted by:

Hologic, Inc.
. 35 Crosby Drive
Bedford, MA 01730 USA

Name,"]?itlesahti Phone Number of Contact:

Catherine:A. Williams .

Director, Regulatory Affairs

"Phone: (408) 352-0201

FAX: (408)352-0101

Email: catherine.williams@hologic.com

Trade Name and Common Name:

Trade Name: Quantra™

Software Version: 20 :

Commion Name: Picture Archiving:and Communications System
Device Classification:

-Regulatory Class: I

Classification Panel: Radiology'

dmage Procéssing - Systém: 21 CFR §892.2050

'"Product Code 90-LLZ
Predicate Devices:

The predicate. devices for Quantra software are certdin software fiincfions contained in
‘the following devices:

K082483,:Septeniber 12,2008 Quantra (Volumetric Assessment) [Hologic, Iic.]
K050196, February 24, 2005 Sectra.IDS5 Workstation [Sectra Imtec AB]
K102556, October 7, 2010 Volpara Imaging Software [Matakina Technélogy
Limited] '




1ﬁev§cé beséripﬁoﬁif
"Quantra is'a software application that: c's'tiﬁléfes breast tissiie volume.and area
densnty The: estimations are. made from images: acquired using. digital breast-X-
ray systems

aQuant:ra ‘has. been; desngned and will ‘be manufactured in’ dccordance: w:th the:

:fol]owmg standards:
© ISO'4971 . Médical Devices - Application of Risk Madagement 1o
‘Medical Dévicés:- L ' o o
. 150'62304: Medical Device Software <*Software Life:Cycle
Processes; ’ '

The performance-of the. Software is'also tested;in accordance with: Hologlc 8! SOPsf'
-and ‘testing procedures:to demonstrate ad equate: pcrfonnance

%Intelided'Use:-

'-Quantra"“ i5:a software; apphcatlon intended:for use with i images acquired using digital -
breast X-ray systems Quantra calculatés, volumetnc breast densuy as.a matio of
fik brog]andular tissue.and total brcast ‘volume estimates; -and area: breast densnty as.aratio
- of fibroglandular tissue-area-and total breast area estimates, It- segregates. breast densxty
inté BI-RADS-like breast composmon categones - which'may be:useful'in the. repomng

. 2'0? consistent: breast compos:tlon vatuesas’ mandated by certain state. regulataons Quantra.
fpmwdcs thesc numerical vaiucs for eachi 1rnage ‘bresist; and: sub;ect, to-aid'radiologists i -
the: assessment. of breast tissue composztzon Quamra produces ad;uncu\fc mformatwn, :t
"is not.an mtcrprenve or, dtagnostlc aid. Quantra runs on:a Windows:platform.

Tech‘nol,ogigqlg(}hai-"gzegér;&ﬁch:;

Quantm is-a sofiware apphcanon that. pmcesses dsgltat mammography unages Thig.
~device does:not contact'the, pat;ent ‘nor does:it control:any; life-sustaining dévices:

Performiance/Bench Testing:

The- volumetnc breast densuy measures were' vahdaled by demonsirating correlat:on bolh»
~with theruantra predjcate device &nd'with MR1: cases of the same patiems Thie measures
- .alsoweré compared t0-the mode (most common). B RADS density rating. from 15
» .radlologlsts ‘on: a large dambase of cases: Finally, the Vbd values were ‘compared across'a.
Jarge populatwn of ¢ases. from: Hologxc (Selema -and. Dmensxcns), GE:(Senographe and
,Essennal), and Sxemens (Mammomat Novatmn) FFDMS 1 ensure the d1stnbuuons were
similar.”

" The: arca breast. dcnsny Mmeasure was:validated i usmg a corrclatlon-bascd assessment to:
compare: Quanh-a va]ucs with, dense arca measurement-based.on hand-drawn- dense areas
~annotated by an’ expert using the predmate device Sectra IDSS workstation, The measure
.also was: compared t0.the mode {most common) BI-RADS densny ratmg from is5

: radlologlsts on.a large database of cases, Finally, the Abd values‘were- compared acrossa.
]axgc populatlon of cases from Hologic (Selenia and Dnnensxons), GE {(Senographe and
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Essemlal) -and Slemens (Mammiomat Novauon) FFDMs 10 ensure the distributions. were’
similar:

The volumetric breast density {Vbd) and volume of ﬁbmglanéular tissue (Vfg) values.
were used t0 create two.scores (Vbd-score and ‘Vig-score), whmh réflect the number of
standerd deviations:between a-subject’s Vbd or Vig value and the corresponding mean
valié of approximately 1 ,000 patients.in & reference database.

The BI:-RADS-like bréast composition measure (Q .. abd), similar to the density, grade:
measure in the Matakina predicate. dev:ce was evaluated based ona comparison‘of -

Q abd with BI:RADS values assngned by 15. radmlog1sts ona Iarge set-of. dlgatal
smammography casés. The continuous q. abd'score was compared to the niean value of
‘the 15 rachofog:sts on'the same large database of cases descnbcd above; Finally, the-
q_.abd valués were ¢ompared across 4 large populatmn of cases from Hologic (Selenia
.and Dlmensmns) ‘GE (Senographe and- Essenual), and Siemens. (Mammomat Novatxon)
’FFDMS 10 ensiire thie distributions Wére; sum}ar

All ‘Quantra densny meastres were evaluated statistically betweeii CCand MLO Views of ‘

the same breast and'leR and right breasts of the sarie women, Asing a substannally large
number of images from Hologic (Selema and Selenia- D:mensmns) ‘GE (Senographe and:
Senographe F;ssential), and. Slemens (Mammomat ‘Novation) digital- breast X-ray
ystems).

rGeneral-Shfety and Effectiveness Concerns:

“The device: labelmg conta:nsunstructmns foruse and any necessary cautlons and
‘warnings 1o provide:for: safc and: effectwe use. of thts device. Risk management is ensured

'via.a rigk analysis, which is used to. identify. potential hazards, These potenual hazards arc.

controlled via: soﬂwarc dcvclopmem verification and validation: testing;: -

Conclusion' —

The 510(k) Prcmarkct Nouﬁcanon for Quantra containg adequate mf‘ormatlon and data to
enable FDA/: CBRH to:determine substantial équivalence to-the predicate devices:

The subxmssmn containg the results of a hazard’ analy51s and the "Level 'of Concern™ for
potertial hazards: has been:classified as "Moderate”,

‘Hologle;ine. ‘35 Crosby Drive, Badiord. MA O30 USA, - Main: +1. 7818907300 Fax: +1.781.260.0669 - -www.hologic.com:




-wé DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration-

10903 New Hampshire Avenue
i Document Control Room - W0O66-G609
JUN 22 201 Silver Spring, MD 20993-0002

Ms. Catherine A. Williams
Director, Regulatory Affairs
Hologic, Inc.

35 Crosby Drive
BEDFORD MA 01730

Re: K120472
Trade/Device Name: Quantra™
Regulation Number: 21 CFR 892.2050 :
Regulation Name: Picture archiving and communications system
Regulatory Class: II
Product Code: LLZ
Dated: May 18, 2012
Received: May 21, 2012

Dear Ms. Williams:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially-equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. :

If your device is classified (see above) into class II (Special Controls), it may be subject to such
additional controls. Existing major regulations affecting your device can be found in Title 21,
Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA may publish further
announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Parts 801 and 809); medical device reporting (reporting of
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medical device-related adverse events) (21 CFR 803); and good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820). This letter - -
will allow you to begin marketing your device as described in your Section 510(k) premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus, permits your device to
proceed to the market. '

If you desire specific advice for your device on our labeling regulation (21 CFR Parts 801 and
809), please contact the Office of In Vitro Diagnostic Device Evaluation and Safety at (301) 796-
5450. Also, please note the regulation entitled, "Misbranding by reference to premarket
notification” (21 CFR Part 807.97). For questions regarding the reporting of adverse events

under the MDR regulation (21 CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safetv/ReportaProblem/default.htm for the CDRH’s Office

of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the '
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number

(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/cdrl/industry/support/index.html.

Division of Radiological Devices

Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure



B.2 Indication(s) for Use Sfatement

510(k) Number (if known): K120472

Device Name: Quantra™

Indications for Use:

Quantra™ is a software application intended for use with images acquired using digital breast
X-ray systems. Quantra calculates volumetric breast density as a ratio of fibroglandular tissue
and total breast volume estimates; and area breast density as a ratio of fibroglandular tissue
area and total breast area estimates. It segregates breast density into BI-RADS-like breast
composition categories, which may be useful in the reporting of consistent breast composition
values as mandated by certain state regulations. Quantra provides these numerical values for
each image, breast, and subject, to aid radiologists in the assessment of breast tissue
composition. Quantra produces adjunctive information; it is not an interpretive or diagnostic
aid. Quantra runs on a Windows platform.

Prescription ~ Use X AND/OR Over-The-Counter - Use
(Part 21 CFR§801 Subpart D) "~ (21 CFR §807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Device Evaluation and Safety (OIVD)
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